
 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

 


	Nomination of the whole blood pyrogen test for extension to non-endotoxin pyrogens.
Thomas Hartung

	Results – Predictive Capacity
Prediction Model ‘PM0’
non-pyrogenic: 0 EU/ml
pyrogenic: 0.25, 0.5, 1 EU/ml
	   30 non pyrogenic and
   120 pyrogenic samples

	New Challenges- patient safety:non-endotoxin pyrogens.
New expression systems in gene technology(Gram-positive bacteria, insect and fungal cells).
Medical devices.
Cellular therapies.
Environmental pyrogens.

	Relative response of donors

	Toward a follow-up validation
Set up a validation management group
Design the validation study
Choice of test materials and non-endotoxin pyrogens
GLP?
Suggested:
- LTA and lysates of Gram-pos bacteria
- Rabbit testing only for spike materials
- Limited reproducibility re-assessment





